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Fee Amendment 
J&mmissioner for P atents 
^-•^shington, DC 20231 



Isa Odidi and Anting Odidi declare that 



|> -K;^ 1 . They are co^nventora of and are familiar with thfe present US. Patent Application 
&i&al No. 09/845.497, and they are familiar with the Official Actions 1 issued in the present 

;.y,^j?lication. 



2. The polymers of the present application used as the encasement coating are 
fcis&juble at a pH of above about 5.0. 



•' i'. 



)] 3. In order to demonstrate that cellulose acetate is not soluble at a pH of above 
J;:£'$Bijt 5.0, solubility studies have been conducted with respect to cellulose acetate and 
iJSinpared to anionic polymers of methacrylic aoid and methaorylate* {e.g. Eudragit L), which 
t ^af^shawn in Schedule A. 

i ; •:. • 4. These results show that cellulose acetate is not soluble, above pH S.O and that 
i^iribnic polymers of methacrylic acid and methacrylates (e.g. Eudragit L) are soluble above pH 
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few, 1 ^^u^^^^-'~^^r^ 

ftl. ■*»•» i*—*^ — .p— w*—- 4 cenu,Me 

b fe not a suitable polymer. ; 

VKW 6 ^odW^AmlnaOdidifu^declOTthat^stonentsn^ehewlnrf 

|S/har own Xno^adoe « .ru* and that a» stated — * 
fe&naved to to*, an- MMTM *«. aWameni, war. mada w*i «ha 

rtaamente and that*, ao made are puniahable by ft. <r Mpnaon mant,.or both .under 
; '#cfc>n 10Q1 of ™,e 18 rfthe United SW« qode and that aupn |W MM *•■»"* ■"■» 

^^pardiza tha validity of the application* any, patent lasuad thenar,. 



Respectfully submitted, 



m0k 



'.'•V, * 



,2004 




Isa Odidi 



2004 



t , i it,*.-. 
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SCHEDULE A 



Cellulose Acetate Solubility 



Solvent 



r ^osphate buffer pH 5.0 



jphbsphate buffer pH 0.5 



ffioephate buffer pH 7.5 



Cone (fl/mL) 



0,0112 



0.0112 



0.0045 



Cone (g/IOOmU 



11237 



1.1237 



0.4495 



USP Descriptive Term, 



Sparingly soluble 



Slightly soluble 



©5* 



lubfltty of An Anionic Polymer of Methacrylic Acid and Metbacryfates (Eudragit L) 



V 



Erf 



Solvent 



(phosphate buffer pH 5.0, 



gJVi- r .; Phosphate buffer pH 6,5 



S&fosphate buffer pH 7.5 



Cono (g/mLl 



0.0374 



0.10Q0 



0,2720 



Cone fg/100mU 



3.7406 



g.gees 



27.2008 



USP PeaermtiveTerm 



Soluble 



Preetv soluble 



Hreety soluble 



j|^$&scrlptive Terms 



SfJ. 



: •>* 

v i 'f^rts of solvent required 
r /V- fori part of solute 


Concfg'mL) 


USP descriptive term 




more then 1 


Verv soluble . 


10 


0.1 to 1 


Freely soluble 


^o30 


0.0333 to 0.1 


Soluble 


;Wtoioo 


0.01 to 0.0333 


Soarlnqlv soluble- - " 


#00 to 1000 


0.001 to 0.01 


Slipmiv soluble 


^€00 to 10000 


0.0001 to 0.001 


Verv sltahtly soluble 


v$iooo6_. 


Less then 0.0001 


Practically insoluble 



iff': v :' 



mi 
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